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Highlights in this issue
Special The skil led pers on: an evol ving con cep t Liz Cohen * &Clair e Davies
The skilled person is a concept central to patent law, underpi nning the analysis of obvious ness, sufficie ncy, claim constru ction, novelty , added matter and priority. Identify ing such a person correctl y, particul arly the level of skill and the commo n general knowle dge that they should possess , is critical to determi ning whether a patent is valid and/or infringe d and has signific ant implicat ions for the pharmac eutical industry . Howeve r, the concept can be difficult to define. Once referred to as 'The man on the Clapha m omnibu s' of patent law, the skilled person is a technic ian who is skilled in the art yet wholly devoid of imagina tion. Neverth eless, his attribut es and knowle dge, which are context -depend ent and vary from art to art, are continua lly evolvin g. This article will look at the evoluti on ofthe skilled person, focusin g on the implicat ions for the future of pharmac eutical patents and patent litigatio n.
An introdu ction to the skilled person Also referred to as the `person skilled in the art'> the `person having ordinar y skills in the art', and the `skilled addresse e', the skilled person is a legal fiction, the precise attribut es of which are notoriou sly hard to identify . Describ ed as a skilled technici an who is well acquain ted with worksho p techniq ue and who has carefull y read the relevant literatu re, with an unlimit ed capacit y to assimila te the content of scores of specific ations but who is "incapab le of a scintilla of inventi on" [i], the skilled person provide s a perspect ive through which issues relating to validity and infring ement must be conside red. For this reason, the skilled person may be seen as `The man on the Clapha m omnibus ' of patent law~'~, and the knowled ge attributed to them in a given context will often determi ne whether a patent is upheld or revoked . The level of skill and knowled ge ascribed to the skilled person has crucial implicatio ns for the pharmac eutical industry . Patents are relied upon to make products profitab le to develop and manufac ture and to secure investm ent for future research , while a key issue for generic compani es in particul ar is evaluat ing whether or not a patent is valid, or may be revoked to enable it to enter the market at the earliest opportu nity. The importa nce of determi ning who the skilled person is and what they should be deemed to know has therefor e been highlig hted in several key pharmac eutical cases, includi ng Kirin Amgen vs Hoechst Marion Roussel Ltd [21 However , as will be discusse d below, the attribut es of the skilled person have develop ed over time. Recent case law has establis hed that such a person might be a notional team of people with differen t skills and has also conside red whether the person skilled in the art must have the same attribut es for all aspects of patent law [sl. In highly technica l areas such as pharmac eutical s, the level of knowled ge ascribed to the skilled address ee will also increase as advance s are made and become widely Added matter: Information added to a patent specification that contains subject matter that extends beyond the content of the application as filed.
Priority: Applicants for a patent are often entitled to a priority period (lasting for 12 months), during which they can use the filing date of that first application for subsequent applications in respect of the same invention.
Inventive step: In order to obtain a patent, it must be shown that there has been an inventive step, that is, that the invention was not obvious to a person skilled in the art at the relevant date.
Common general knowledge: The common kno field to which the i relates.
known within the relevant field. The skilled person may therefore be more accurately characterized as a set of legal fictions, which are continually evolving. This article will consider how the skilled person is evolving, the factors driving this evolution, the consequences for the pharmaceutical industry, and the practical implications for running patent litigation and selecting expert witnesses, substantially as seen with the eyes of an English practitioner.
The skilled person in patent law The concept of the skilled person plays an integral role in almost all aspects of patent law, providing a basis for the analysis of obviousness, sufficiency, claim construction, novelty, added matter and priority. These issues, upon which arguments for the validity and infringement of patents rest, are of great importance to the pharmaceutical industry, where R&D costs are high and products require lengthy clinical trials and approval procedures with no guarantee of a successful outcome. In such an environment, patent protection is essential in order to achieve an adwledge in the equate return on any investment nvention made: `no patent equals no product' [~] . However, the involvement and contribution of the skilled addressee varies in relation to each aspect of patent law as considered below.
s Inventive step In the context of determining a patent's validity, the patentee must demonstrate to the relevant court or patent office that there has been an inventive step. Therefore, there must first be the determination of the invention, or the problem to which the invention is directed, followed by an assessment of the prior art. Once the prior art has been identified, the court can ascertain whether a person of ordinary skill in the art, having knowledge of the prior art and the common general knowledge, which such a skilled person would possess, would consider the invention as nonobvious, or involving an inventive step.
The importance of the skilled person to the assessment of obviousness was underlined in Sandoz GmbH vs Roche Diagnostics [~] .The court held that in order for something to be obvious to try, the skilled addressee must have tested it as something that held out a prospect of producing valuable results: because of their innate lack of inventiveness, such a person would not carry out trials for the sake of doing so, but would restrict their tests to what they believe might assist them in solving their problem. Furthermore, in Omnipharm Limited vs Merial [s], the court concluded that aspot-on formulation was not obvious over aspray-on formulation, asking whether the skilled person would consider (with a fair expectation of success) that aspot-on formulation would distribute over the surface of the skin. Given that there was no basis in the prior art for the skilled person to predict that the result could be achieved, the patent was held to have an inventive step.
s Sufficiency A pharmaceutical patent, like any other patent, must disclose any feature essential for carrying out the invention in sufficient detail to render it apparent to the skilled person how to put the invention into practice [~] . The skilled person's role in assessing sufficiency was recently discussed in Eli Lilly e~' Co vs,Janssen Alzheimer Immunotherapy [io] . Here, the patent in question disclosed and claimed pharmaceutical compositions comprising an antibody to amyloid-beta peptide (A(3), thought to be a causative element in Alzheimer's disease. The court considered issues such as whether the specification enabled the skilled team to make suitable antibodies to A(3 without undue burden and whether the production of an appropriate antibody to A(3 would be routine work for the skilled immunologist, ultimately concluding that the patent was invalid for insufficiency.
s Claim construction Establishing the identity of the skilled person and the knowledge, and the assumptions that should be attributed to that person is also vital when construing a patent. This determination is of critical importance: if a patent is interpreted too broadly, it will unfairly benefit the patentee and could prevent others from patenting inventions in a similar area, while if it is interpreted too narrowly, the patentee will not benefit sufficiently from the invention. ' The expression possibly derives from a phrase coined by 19th Centuryjournalist Walter Bagehot to describe the ordinaryman of London, and the concept has been used in tort law to refer to a hypothetica(reasonable person who provides a standard against which the parties conduct may be measureQ.
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Although the skilled person is not expressly referred to by the UK 1977 Act or by the European Patent Convention (EPC) in relation to construction, the concept is mentioned in the Protocol on the Interpretation of Article 69 of the EPC~'~, which also applies to the UK 1977 Act [ii). Within the EU, it is settled both in the EPO [iz.is] and at a national level that the correct, purposive approach to the construction of patent claims requires the court to give the language of the claim the meaning that would have been understood by the skilled addressee. In Kirin Amgen vs Hoechst Marion Roussel Ltd, a case relating to methods for the production of erythropoietin, the court reiterated that in construing the claims, it must consider what the skilled person would have understood the patentee to be using the language of the claim to mean [z] . Courts will therefore determine how the skilled person understands the respective elements of the patent claim in their overall technical context, using the description and the drawings to interpret this context.
s Novelty
Although neither the EPC nor the 1977 Act directly mention the skilled person, the knowledge possessed by such a person is of relevance when considering whether a prior disclosure has `anticipated' an invention, thereby depriving it of novelty. According to the EPO, "it must afford the skilled person direct and unambiguous access to the claimed subject matter of the invention." [i4] . The English courts have adopted a similar test: according to the Court of Appeal in H Lundbeck A/S vs Generics (UK) Ltd [is], in order to anticipate a patent, the prior art must disclose the claimed invention and (together with common general knowledge) enable the ordinary skilled person to perform it [is). This means that the prior art must disclose subject matter, which if performed, would necessarily result in an infringement of the patent [i~] . In Lundbeck, the patent related to the isolation of the individual enantiomers of the citalopram racemate and the question of novelty was linked to the way in which the skilled person would have construed the patent and on this basis, the prior art was held not to anticipate the isolated enantiomer in question. Disclosure of the racemate The skilled person: an evolving concept Perspective did not of itself amount to disclosure of each of the enantiomers.
s Enablement
One of the most important aspects of the above test for novelty is that a prior disclosure must `enable' the invention in order to anticipate it ~i~], and the skilled person's level of skill and knowledge plays an important role in determining whether this is the case [i~~. According to the Guidelines for Examination in the EPO 2012 edition (`the EPO Guidelines'), subjectmatter described in a document can only be regarded as having been made available to the public if the information given to the skilled person is sufficient to enable him, at the relevant date of the document to practice the technical teaching, taking into account also the general knowledge at the time in the field to be expected of him [i~).
The same test has been adopted by national courts within the EU and has been used in several cases involving pharmaceutical patents [i~,is]. In Synthon vs Smithkline Beecham [~~), involving a patent for paroxetine methanesulfonate in crystalline form, the House of Lords upheld the judge's conclusion that although a previous patent application had disclosed the use of a solvent that proved unsuitable for crystallisation, the skilled person would have tried some other solvent mentioned in the application or forming part of their common general knowledge. Such a person would therefore have been able to make paroxetine methanesulfonate crystals within a reasonable time, meaning that the patent was invalid by reason of this enabling disclosure.
s Priority
In the pharmaceutical industry, where the body of knowledge common to practitioners is constantly growing as advances are made, the issue of priority is of great significance. It means that information contained in the first patent filing will not form part of the prior art when novelty and inventive step are considered of a later application, providing that later application is filed within the appropriate grace period and is in relation to the same invention.
Article 87 EPC, which deals with priority, does not explicitly refer to the skilled person. Nevertheless, This states thatArtide 69 "should not be interpreted as meaning that the extent of the protection conferred by a European patent is to be understood as that defined by the strict, literal meaning of the wording used in the claims, the description and drawings being employed only for the purpose of resolving an ambiguity found in the claims. Nor should it be taken to mean that the claims serve only as a guideline and that the actual protection conferred may extend to what, from a consideration of the description and drawings by a person skilled in the art, the patent proprietor has contemplated. On the contrary, it is to be interpreted as defining a position between these extremes which combines a fair protection for the patent proprietor with a reasonable degree of legal certainty for third parties." future science group Pharm. Pat. Analyst (2013) 2(6) 72~ establ ished jurisp rudenc e, both in the EPO and at a nation al level, makes it clear that in assess ing priority, the skille d perso n plays a key role. For instan ce, the subjec t matte r of the claim in the Europ ean patent (or patent applic ation) must be deriva ble "direc tly and unambi guousl y, using commo n genera l knowle dge, from the previo us applic ation as a whole" , takin g into accou nt the comm on genera l knowl edge of a perso n skille d in the art [i~). This princi ple is also set out in the EPO Guidel ines [zo] . A simila r appro ach towar ds cases where a challe nge to entitl ement to priori ty is made has been adopt ed by the Englis h courts : the skille d person , equip ped with comm on genera l knowl edge, must genera lly be able to derive essent ially the same infor matio n as forms the subjec t matte r of the grant ed claim from the previous applic ation as a whole , such that he is then able to work the invent ion in accor dance with that claim [4~. In Interv et vs Meria l [4] , which involv ed a patent for a metho d for the in vitro diagno sis of type II porcin e circov irus infect ion and diagno stic reagen ts, the judge consid ered how the patent would have been read by the skille d perso n and, on this basis, concl uded that "the Priori ty Docum ent does not begin to disclos e the existe nce of that class, let alone its charact eristic s." The priori ty docum ent did not theref ore disclo se the same invent ion as the patent .
s Added matter Closel y linked to the issue of priori ty is the questi on of added matter . Accor ding to Articl e 123 (2) EPC, a Europ ean patent applic ation or a Europ ean patent may not be amend ed in such a way that it contai ns subjec t-mat ter that exten ds beyon d the conte nt of the applic ation as filed (zi]. The conse quenc es of ignori ng this rule are severe : added matte r is a groun d on which the validi ty of a patent can be challe nged in opposi tion proce eding s before the EPO. If the patent is found to contai n such matter , it must be revok ed.
Altho ugh the skille d perso n is not expres sly mentioned by Articl e 123(2 ) EPC [2t), establ ished EPO jurisp rudenc e shows that added matte r will be considered from the perspe ctive of the skille d person . The decisi ve questi on is wheth er the amend ment can be directly and unamb iguou sly derive d from the applic ation as filed [zz] . Furth ermor e, when exami ning wheth er an amend ment made durin g prosec ution of a European applic ation had involv ed addin g subjec t matter , the Engli sh courts will ascert ain (thro ugh the eyes of the skille d addres see) what is disclo sed, explic itly and implie dly in the origin al applic ation, and also in the patent as grante d. The two disclo sures must then be compa red to deter mine wheth er matte r has been added by deleti on or additi on. Subjec t matte r will be added unless it is clearl y and unamb iguou sly disclo sed in the applic ation, either explic itly or implic itly [2s]. The way in which the skille d perso n would under stand the specificat ion theref ore forme d a key part of the judge' s analysis of this issue in Gedeo n Richte r Plc vs Bayer Scheri ng Phar maAG (z4~, where two patent s for the pharm aceutical combi natio n of ethiny lestra diol and drospi renone for use as a contra ceptiv e were under consid eratio n.
Attri butes of the skille d perso n s Hypoth etical constr uct of patent law As stated above , the skille d perso n is a hypoth etical constr uct of patent law: real indivi duals with all the necess ary charac terist ics rarely , if ever, exist [zs] . The skille d perso n is typica lly charac terize d as an ordinary worke r of averag e skill in the releva nt art, who has an exhaus tive famili arity with all the comm on genera l knowl edge in that field and accept s all the conven tional prejud ices associ ated with it. He must also have a scrup ulous and dilige nt capaci ty for underst andin g and apply ing any piece of prior art that may be releva nt. Import antly, he is not posses sed of any invent ive capaci ty [zs] . Discus sions of the skille d perso n by the UK courts have produ ced a very simila r list of attrib utes [z~). When assess ing obviou sness, the skille d perso n may make a `mosai c' out of the releva nt docum ents so long as it is a mosai c, which can be put togeth er by an unima ginat ive man with no invent ive capaci ty, but where this is not possib le, they shoul d be seen as forget ful when readi ng a piece of prior art, under stand ing and digest ing it before puttin g it completel yout of their mind before movin g on [2~]. In light of these discus sions, Jacob LJ consid ered it settle d that this man, if real, would be very borin g -a nerd (ZS~.
s Level of skill &com mon genera l knowl edge
The level of skill and comm on genera l knowl edge possessed by the skille d perso n is crucia l to disput es over validi ty and infri ngeme nt: if the level is set too low, nothi ng may be obvio us but the patent may appear insuff icient , but if the level of skill is set too high, everythi ngwill appea r obviou s. employed, the person skilled in the art has a correspondinglevel of skill and experience. Nonetheless, the skilled person must be neither over-nor under-qualified: courts endeavour to identify the ordinary, average level of skill possessed by someone working in the relevant field at the priority date. The EPO stated that a person skilled in the art is an expert in the relevant field who is possessed of average knowledge and ability but is not an exceptional, outstanding or brilliant expert, even if a number of scientists working in the field at the time were actually awarded the Nobel Prize [so]. Conor vsAngiotech, a case involving a patent for the use of a stent coated with polymer, loaded with the drug taxol, also emphasized the need to try to reflect, to the extent that the evidence permits, the actual ordinary skills of the real-life contemporaries of the skilled man at the priority date (s).
s The skilled team
The courts have recognized that the hypothetical skilled person may require knowledge and experience from more than one area of expertise, meaning that the skilled addressee should be viewed as a team of individuals. The EPO Board of Appeal has stated that in appropriate circumstances, the knowledge of a team of people with different expertise can be taken into account when assessing inventive steps [3i]. This may be appropriate when the alleged invention is directed to technical skills in more than one field, meaning that for the solution of a part of the problem an expert is appropriate, while for another part of the problem one would need to look into another expert in a different technical field [32] . The EPO test in creating a skilled team is whether, in context, one member of the team would routinely be expected to consult another. For example, it may be necessary and typical for a person skilled in electronics to consult a computer programmer if a relevant document in the prior art contains sufficient indication that further details of the facts described in it are to be found in a program listing attached as an annex [3s].
The concept of the skilled team has played a crucial role in several pharmaceutical cases. For instance, in Teva UKLtd vsAstraZenecaAB [s4], which involved a European patent for a sustained release formulation of the antipsychotic drug quetiapine, the Court ofAppeal upheld the trial judge's conclusion that the skilled person to whom the patent was addressed was a team of people, comprising a clinician, a pharmacologist, a formulation scientist and a pharmacokineticist. Furthermore, in Glenmark Generics (Europe) Ltd vs Wellcome Foundation Ltd (3s], the court upheld the revocation of a patent relating to an antimalarial pharmaceutical composition comprising a combination of two drugs The skilled person: an evolving concept Perspective on the grounds of obviousness on -the basis that previous trials using a Enablement: Requirement that a combination of the same drugs had patent specification contains a yielded promising results, which Written description of the would inevitably have led a skilled invention, and of the manner and team to further research the prosprocess of making and using it, in pects of treating malaria using the such a full, clear, concise and relevant composition.
exact terms as to enable a person Nevertheless, the fact that the skilled in the art to which it relates skilled person may be a team of to make and use the same.
individuals introduces potential complications, including the issue of hindsight. The knowledge of the skilled person does not extend far beyond his own field and care must be taken not to assemble a hypothetical skilled team from disparate fields of technology, using hindsight provided by the alleged invention, thereby creating a skilled team that is likely to find the alleged invention obvious. In addition, disputes may arise over the relative contributions of members of the hypothetical team [io), bringing an additional level of complexity into the characterization of the skilled person. It is clear from the above that the characteristics of the skilled person will vary between technical fields and that a skilled team may be a more helpful concept to use in appropriate circumstances. However, this does not necessarily make the correct identification of the skilled person any more straightforward. Recent cases have established that the role and attributes of the skilled person may differ in the context of various aspects of patent law, particularly in relation to the assessment of novelty, obviousness and sufficiency.
s Novelty &sufficiency
The role of the person skilled in the art, when considering apiece of prior art, is different in relation to disclosure and enablement [3~). In the case of disclosure, when the matter relied upon as prior art consists of a written description, the skilled person is taken to be trying to understand what the author of that description meant, using his common general knowledge. However, once the meanings of the prior disclosure and the patent have been determined in this way, the disclosure is either of an invention that, if performed, would infringe the patent, or it is not and the person skilled in the art then has no further part to play. In relation to enablement> on the other hand, the question is no longer what the skilled person would think the disclosure meant but whether he would be able to work the invention, which the court has held it to disclose [s~]. skilled in the art, may differ when considering obviousness and sufficiency. The correct identification of the skilled person, and the common general knowledge that such a person should be taken to possess, is particularly important where a `squeeze' arises between sufficiency and obviousness. The squeeze arises because the addressee of the patent must have sufficient skill and knowledge to put the invention into effect, or the patent will be insufficient. However, the higher the level of skill and knowledge of those in the art, the greater the risk that the invention may be considered to be obvious. The EPO has held that the level of skill of the skilled person is the same for the purposes of both assessing inventive step and sufficiency, although for sufficiency the skilled person will additionally be aware of the invention [3~]. However, the Board of Appeal has also indicated that for the purposes of inventive step, the skilled person comes from the technical field of the closest prior art [ss): if the skilled person were drawn from the technical field of the solution, which was different, there would have been an unacceptable tendency for him to find the solution obvious, starting from the closest prior art. This should be compared with the identity of the skilled person for the purposes of assessing whether an invention is sufficiently disclosed under Article 83 EPC who is necessarily drawn from the technical field of the invention. These cases imply that the two skilled persons could be different.
This appears consistent with the UK court's decision in Schlumberger vs Electromagnetic Geoservices [s]> in which the identity of the members of the skilled team was a pivotal issue. In this case, the patentee had suggested that there could be different skilled addressees for the purposes of obviousness and sufficiency in an effort to avoid a squeeze argument between the two. The Court of Appeal confirmed that the person skilled in the art for obviousness is not necessarily the same person skilled in the art for performing the invention once it is made, stating that that the notional team for considering obviousness might have wider skills than the team required for sufficiency. It also held that the skilled teams used in these fields may differ where the invention itself was art-changing by putting together two disparate arts: the skilled team used for the purpose of assessing the question of obviousness in the pre-invention period need not include workers from both arts where the invention itself is art-changing, in contrast with the skilled team in the postinvention period (for the assessment of claim construction and sufficiency). The characteristics of the skilled person may therefore differ according to the aspect of patent law in which they are being invoked.
The skilled person as an evolving concept The characteristics of the skilled yet unimaginative technician will vary from art to art and according to the circumstances, such a person may be an individual or a team. They may also have a split personality, having different attributes according to the aspect of patent law, which they are considering. Furthermore, the concept itself is continually evolving, in line with rapid developments in technology and the law. The skilled addressee has traditionally been presumed to be skilled, within a given field, at repetitive processes that produce expected results [39~. However, the average level of skill and common general knowledge of such a person is increasing as developments occur in fields such as pharmaceuticals, causing practitioners to increase the scope of their common general knowledge. The knowledge attributed to the skilled addressee has also expanded to incorporate principles of patent law, and the courts have taken into account the circumstances in which researchers and academics may operate when describing the skilled person's attributes. This evolution and the consequent changes in the role played by the skilled addressee have significant implications for the way in which the concept can be used by the courts.
Development of the average level of skill &common general knowledge As advances are made in technical fields such as pharmaceuticals, the scope of the common general knowledge attributed to the skilled person in those fields has also expanded. Thus, although criteria such as inventive step and novelty will consistently be judged from the perspective of the skilled person, a standard that does not differ from one field of technology to another, the common general knowledge of the skilled person incorporating developments in the relevant literature and prior art will clearly change, influencingwhat is deemed to be obvious. This issue is of particular relevance in fast-moving areas such as pharmaceuticals and biotechnology, where "a method that was cutting-edge technology yesterday may be an industry standard today" [40] .
Increasing knowledge of patent law s Basic principles of patentability Although the skilled person's technical skills will vary according to the technical field in question, the English courts have recently attributed an increasingly complete understanding of patent law to those working in areas such as the pharmaceutical industry. The basic principles of patentability are now therefore part of the common general knowledge in this field: in Kirin Amgen vs Hoechst Marion Roussel Ltd, a case where the basis of the invention was the discovery and sequenci ng o{ the erythropo ietin gene, Lord Hoffman n observed that "the person skilled in the art (who must, in my opinio %t, be assumed to know the basic principle s of patentability) might well have thought that the claims were restricted to existing technolog y because of doubts about su~cienc y rather than lack of foresight about possible development s" [z] . The skilled person's increasin g knowledge of the principle s governin g patentabi lity therefore has significa nt implicati ons for claim construct ion.
s Awarenes s of drafting conventi ons, divisional patents &claim sets The skilled person's knowledg e of patent law has also recently been expanded beyond the basic principle s of patentabil ity to cover the drafting conventi ons relating to patents and their claims. In Virgin Atlantic Airways Ltd vs Premium Aircraft Interiors Group Ltd [4i], the Court of Appeal made it clear that the skilled reader, who would have in mind the explicit drafting conventions by which a patent and its claims are framed, would be aware of the fact that reference numerals are not to be used to limit a claim and would also know regarding the nature of the two-part claim structure , in which features found in the prior art are incorporated into the precharac terising portion. Furtherm ore, the skilled addressee is now also deemed to possess an awarenes s of divisiona l patents and an understa nding of claim sets, including Swiss-typ e claims [4z]. According to the court in Virgin, a real skilled man reading a patent that was referred to `the parent applicati on' would surely have asked what a `parent applicati on' was, and he would have gone on to ask a man who knew, probably a patent agent. This evolution in the skilled person's knowledg e has had significa nt implicati ons for claim construct ion. In Virgin, it was emphasis ed that the skilled person would strongly incline to the view that what was contained in the precharac terising portion of the claim was old, knowing that the patentee was trying to claim somethin g which he, the patentee, considere d to be new"[4 i]. Furtherm ore, if the patentee not only acknowle dged that a particula r piece of prior art was old but then had a precharac terising clause, which was fairly obviousl y based on it, the skilled reader would be even more strongly inclined to read that clause as intended to describe that old art. The patentee would not therefore be expected to have used language that covered what he had expressly acknowledg ed was old. The court also pointed out that the skilled man would have been influenc ed by the fact that the claim was drafted in accordan ce with the EPC drafting conventi on, reinforci ng the expectati on that the pre-chara cterising portion was about somethin g the patentee considere d old. The legal knowledg e The skilled person: an evolving concept Perspec tive attribute d to the skilled person is therefore expandin g, along with his understa nding of developm ents in his own technical field. In technical fields such as pharmaceutic als, where the skilled person is likely to be involved in research, the character istics of the skilled addresse e have been further develope d by the courts to take into account the circumst ances in which such a person may work. For instance, it has been made clear that the skilled addresse e (or their team) should have the best equipme nt available to them and are not constrai ned by either the amount of time they can address to a particula r problem or how they obtain their funding [4s~. They may also have specialis t facilities available to them. Furtherm ore, if evidence shows that a team of skilled addressee s at a certain date would have sub-contra cted certain tasks to outside workers, this may be built into the `skilled addressee' concept in a particula r case [44] . The skilled addresse e may also attend and deliver papers at conferences (either domestic ally or internati onally) [45] . It is therefore clear that the courts have develope d the concept of the skilled person to take into account the particula r context in which researche rs and academic s operate.
Knowled ge of the context in which inventio ns are develop ed &used In addition to technical and legal knowledg e, the skilled person also has a broader awarenes s of the context in which inventio ns are develope d and used, a developm ent that is closely connecte d to the purposive approach to claim construc tion. This approach is an importan t part of Europea n law, a point highlighted by the Protocol on the Interpret ation of Article 69 of the EPC. It may not therefore now be beyond the realms of possibili ty that the skilled person considers why a patentee may have chosen to patent what he did (e.g., one enantiom er over another) .
Furtherm ore, the courts have recogniz ed that commerci al considera tions may play a role in determining what the skilled person would view as obvious. In Ivax Pharmace uticals UK Ltd vs Akzo Nobel BV [4G], the Court recognis ed that commerci al reasons, includin g the desire to emulate a successfu l product without infringin g a patent if the means of doing so were technical ly obvious, might be sufficient reasons to take a person skilled in the art down a particula r path.
future science group Phorm. Pat. Analyst (2013) 2(6) Perspective Cohen &Davies Impact of the above on the role played by expert witnesses in patent litigation The choice of expert witness is of particular importance in patent litigation in the English Courts, where experts can be cross-examined, and is of crucial importance to debates over the characterisation of the skilled person. This is because the Court will rely heavily on expert evidence in order to determine whether a particular fact was within the common general knowledge of the skilled addressee at the relevant date [4~]. Regeneron Pharmaceuticals Inc vs Genentech Inc. ~ §~ [4s], Floyd J cited expert evidence when identifying the skilled teamand when acknowledging that "vascular and molecular biologists worked closely with clinicians and therefore had a good knowledge of how blood vessels operate in a range ofdisease states characterized by excessive angiogenesis. "Nonetheless, he expressed certain `reservations' regarding the evidence of one of the expert witnesses and highlighted areas where he felt that the expert in question had "exaggerated the position", including the role played by VEGF in angiogenesis.
The evolution of the skilled person's knowledge therefore has clear implications for the knowledge that an expert witness will be required to possess, indicating that they too may need to understand the intricacies of patent law and drafting conventions. These are areas from which patent practitioners have typically tried to shield their experts. Developments of this kind may result in the selection of experts who can both testify well in court and also have skills as patent practitioners.
This development is complicated by the fact that experts must maintain an impartial perspective on the patents) in suit and they have no place at all on the issue of construction. In Medimmune vs Novartis [4~], Justice Arnold acknowledged that while close cooperation between lawyers and experts is necessary in patent actions, such that it is usually the lawyers that draft the reports, he explained how to avoid two common pitfalls in presenting the written evidence that could lead to the appearance of a partisan opinion. First, he highlighted the importance of dealing with (and not merely maintaining silence in respect o~ ambiguities or even counterpoints in the prior art and, second, the importance of pointing out an expert's own work in the field where that is close to the invention at issue. The judge also reiterated that the correct approach to instruct an expert is to ask him or her to consider the prior art and other relevant documents (such as priority documents) first and only then to provide the expert with the patent, so that the expert can formulate an opinion on the prior art without knowledge of the invention. The written evidence should be drafted in a manner that reflects this.
s Must an expert witness embody the skilled person?
Parties in the process of selecting such a witness have queried whether they should choose an outstanding academic or someone who is closer to the ordinary skilled worker. Clarification as to the correct approach to take was given by the Court of Appeal in Technip SA's Patent (2004) RPC 46 [zs] . Here, Lord Justice Jacob stated that "the attempt to approximate the real people to the notional (skilled person) is not helpful" as the primary function of expert witnesses in patent actions is to educate the court in the relevant technology. He went on to say that `For that purpose it does not matter whether they do or do not approximate to the skilled person. What matters is how goad they are at explaining things."The idea that a distinction should be made between an expert witness, who is at the top of their profession and the skilled addressee, who was not, was reinforced in Laboratorios Almirall vs Boehringer Ingelheim [so] .
Nevertheless, some comparisons between the skilled person and the expert witness in question may be drawn, with implications for the parties' choice of experts in the course of litigation. The observations made in Technip's Patent were considered and explained by Arnold J in Datacard vs Eagle Technalagies [si] . He held that "Given that what matters are the experts reasons [for their opinions) and whether they would be perceived by the skilled person, it is relevant to consider to what extent the expert's qualifications (as opposed to their degree of inventiveness) approximate to those of the skilled person. If one expert was in the field at the relevant time, and particularly if he considered the problem to which the patent is addressed at that time, then his evidence is likely to carry more weight than that of another expert who was not in the field at the relevant time. " In Eli Lilly ~r Co vs Janssen Alzheimer Immunotherapy, the judge specifically noted that the patent was addressed to a skilled team consisting of a neuroscientist, an immunologist and a clinician with a research interest in the prevention and treatment of amyloidosis, particularly AD and that one expert witness combined most of the necessary expertise whereas two other witnesses had no clinical expertise [sz] . It is therefore clear that although the expert, who will give evidence as to what the skilled person would have known at the priority date, should°F loyd J stated that such o team would be "concerned with the development of a therapeutic agent for use in the treatment of non-neoplastic neovascular conditions, including a vascular biologist and a molecular biologist."
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www.future-science.com future science group • The skilled person is a legal fiction, a technician who is skilled in the art yet wholly devoid of imagination. However, the attributes of the skilled person vary from art to art and have not remained static over time. Such a person may be more accurately characterized as a set of legal fictions, which are continually evolving.
The skilled person in patent law • The skilled person is a concept central to almost all aspects of patent law and courts will consider obviousness, sufficiency, claim construction, novelty, added matter and priority from the perspective of the skilled addressee.
Attributes of the skilled person: hypothetical construct of patent law • The skilled person has traditionally been seen as an ordinary worker of average skill in the relevant art, who has an exhaustive familiarity with all the common general knowledge in that field and accepts all the conventional prejudices associated with it.
Attributes of the skilled person: level of skill and common genera(know(edge • The average level of skill expected of the skilled person varies from art to art. In areas such as pharmaceuticals, where postdoctoral researchers are routinely employed, the person skilled in the art will be similarly qualified, with a corresponding level of skill and experience.
Attributes of the skilled person: the skilled team • The courts have recognized that the hypothetical skilled person may also require knowledge and experience from more than one area of expertise, meaning that the skilled addressee should instead be viewed as a team of individuals.
• Recent cases have established that the role and attributes of the skilled person may differ in the context of various aspects of patent law, particularly in relation to the assessment of novelty, obviousness and sufficiency.
The skilled person os an evolving concept • The concept of the skilled person is continually evolving, in line with rapid developments in technology and the law. The average level of skill and common general knowledge increases as advances are made in fields such as pharmaceuticals, also expanding to incorporate principles of patent law, and the courts have also taken into account the circumstances in which researchers and academics may operate when describing the skilled person's attributes.
Development of the average leve(of skill &common genera( knowledge • Although criteria such as inventive step and novelty will consistently bejudged from the perspective of the skilled person, a standard that does not differ from one field of technology to another, the common general knowledge of the skilled person, incorporating developments in the relevant literature and prior art, will clearly change, influencing what is deemed to be obvious.
Increasing knowledge of patent law: basic principles of patentability • The basic principles of patentability are now part of common general knowledge in the pharmaceutical industry.
Increasing knowledge of patent law: awareness of drafting conventions, divisional patents &claim sets • The skilled person's knowledge of patent law now also covers the drafting conventions relating to patents and their claims.
Increasing knowledge of patent law: recognition of the circumstances in which the skilled person may carry out research • The skilled addressee (or their team) should have the best equipment available to them and should not be constrained by either the amount of time they can address to a particular problem or how they obtain their funding. They may also have specialist facilities available to them. Furthermore, if evidence shows that a team of skilled addressees at a certain date would have subcontracted certain tasks to outside workers, this may be built into the 'skilled addressee' concept in a particular case.
Knowledge of the context in which inventions are developed and used The skilled person also now has a broader awareness of the context in which inventions are developed and used.
Implications of the above developments for the role played by the skilled person in patent litigation Claim construction and the involvement of the skilled person in this exercise may have public policy implications, with ramifications for the pharmaceutical industry. impact of the above on the role played by expert witnesses in patent litigation
The evolution of the skilled person's knowledge indicates that experts may need to understand the intricacies of patent law and drafting conventions, while maintaining an impartial perspective on the patents) in suit. Must an expert witness embody the skilled person?
The primary function of expert witnesses in patent actions is 'to educate the court' in both the relevant technology and the attributes and common general knowledge of the skilled person. A distinction should therefore be made between an expert witness, who is 'at the top of their profession' and the skilled addressee, who is not.
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Perspective Cohen &Davies construction of claims was the need to set clear limits upon the monopoly so that third parties have a clear idea ofwhat would constitute infringement and patentees are able to draft claims without fear of constructions, which will include prior art [s3] . If the claims are interpreted too broadly, this could discourage competition, while too little protection gives inventors and patentees little incentive to innovate and disclose their work to the public (s4]. It has therefore been argued that the skilled reader, who has knowledge of the context in which inventions are made and used, is a tool wielded by the courts to better achieve a balance between the interests of patentees, technology users and society [54] .
The skilled person can therefore no longer simply be considered as a nerd, an ordinary worker with no imagination and an unlimited capacity to assimilate information that he forgets immediately. Instead, he has evolved to become a technically able, sophisticated addressee (who may in fact be a team) with knowledge of patent law and patent drafting conventions. In light of the role played by the skilled person s The UK court held that the identity of the person skilled in the art could differ according to whether the issue of obviousness or sufficiency were being considered, and that the skilled teams used in these fields may differ where the invention itself was art-changing by putting together two disparate arts (see discussion below).
in almost every aspect of patent law, this evolution has affected the way in which the skilled addressee may be used by the courts, particularly when striking a balance between patentees and society as a whole. This evolution has also affected the selection and the role of expert witnesses in patent litigation, influencing atrend towards experts who have an increasingly broad knowledge of patent law themselves. It is clear that this is a concept that is set to continue to evolve, The question is how skilled can the skilled man be to remain a useful reference point by which the patents are judged.
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